
w– ---
,,L ,,$:’

. $, ,,~

Telephone:[718] 965-5300 ‘
1f,

,,
,4:

Janumy8, 1997
DanielBarrington
President. .... . ... ... . . .. .. .... -. -.. . .. .... ... ..... —-. -.—..--. —--...--—-—--— —
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39 Locust Avenue
East Morichcs,NY 11940

Ref?26-NYK-97
Dear Mr. Barrington: *

This letter is in referenceto the folIowingveterimuyhomeopathicproducts whichare
distributedby your firm. Theseproductsmakeclaimsfor their use in the treatment of various
conditions. The product chims and indicationsare as follows:,

HOMEOPET MILIARY ECZEMA ~-)
Remedyto providerelkffrom MilaryEczema(Female).
Indicationsfor USC:Milaryeczemajeosinophilicplaquesjitchinglviolentinchin~ changespost
spaying,hair loss due to spaying.

HOMEOPET MILIARY ECZEMAw)
Remedyto provide relieffromMU* Eczema(Male)
Indicationsfor USC:Milaryeczem~ eosinophilicplaques,itchinghiolent itching changespost-
castratio~ hair loss due to castration.

\

HOMEOPET SKIN AND SEBO-A
Remedyto providerelieffrom SkinSeborrheaCondition.
Indicationsfor use: Seborrhcq hot dog syndrome,allergicdermatiti~ itching mme eczemas,
rough dry scalyskiq aggravatedby heat or cold.

HOMEOPET SINUSITIS
Remedyto provide relieffkomSinusitis, \

Indicationsfor use: Sneezing felineupper respiratoryinfections,nasal discharges-lightor heavy,
obstruction of nasalpassagesdueto foreignbodies, scabson nosedue to blockageor infection,
dry nose, loss of taste, loss of smell.



HOMEOPET TRA~ ; - ‘ .

Remedyto protide relief~orn,Tr@m~;
‘,,.,,,,,.

Indicationsfor use: Bite wound~ @~ bruising sprain%teethin~ fev&,bon~,&s, bleeding
,’

,,
into eye, assistingin reductionbleeding extractions.

., , ,,

HOMEOPET URINARY INCONTINENCE
Remedyto providerelieffiom UrinaryIncontinence. ,,

Indicationsfor use: Old age incontinence,leakageduringsleep,changespost-neutcrin~ profise
clearwatery flow Mfrequentbut smallamountq incontinenceassociatedwith sleep,excitementor
surgery. 1

HOMEOPET MXIETY
.

Remedyto providerelieffrom anxiety.
Indicationsfor use: Separationhorn owner, separationhorn mother, left at kennel. Pet doesn’t
cat whileowner is away,fiettin~ f~, hysteria(especiallythunderstornug&ewoti gunshots,)

- travel_sickness,stress licking..— - . -.— . -— ——

HOMEOPET ARTHRITIS /
Remedyto provide reliefhorn Arthritis,
Indicationsfor use: Lameness,stiflhess,pain on movement,difficultyrisingafter res&rheumatic
pains,i@_mmationofjoints, crackingofjoin~ sorejoints, back paincro+iig over gait,
destructivechewing,chronic spti bone deformity,degenerativereticularnyelopathy,leg
perthes,hip displasia.

9
HOMEOPET COUGH

f
t Remedyto providerelieffrom Cough.

Indicationsfor use: Kernel cou~ asthmaticcou~ geriatriccou~ croupycou~ wet heart
cou~ dxycou~ deep cou~ hysteriaassociatedcou~ dficulty swallowing swollenglands.

HOMEOPET FLEAS
Remedyto providerelieffrom Fleas.
Indicationsfor use: Reactionto fleabite%allergicdermatitis(a) thick scabs(b) smallblisters (c)
pricklyitching(d) smellyskin (e) eczema.

HOMEOPET HOT SPOTS
Remedyto providerelieffrom Hot Spots.
Indicationsfor use: Allforms of cczem~ wet eczemaon S* ears, paws b--toes, inside
joints, sore infkctedeczem%pruriticskinras~ hot smellySW vaginalecze~ scrotal eczema.

HOMEOPET GASTROENTE-
Remedyto providereliefborn Gastroenteritis.
Indicationsfor use: Vomiting food regurgitation%diamh~ colic, flatulence,bloat due to retained
gas, poor appetite, loss of appetite.

lLquioPathics ASTHMA& ALLERGY
Remedyto providereliefhorn Asthma& AIIergy.
Indicationsfor use: Coughing sinusitisconditiow hysteriaassociatedcoughing dyspnea
(respiratorydistress), asthmaticconditions(canhelp in emphysema),hay dust allergy,hay fever,



EquioPathics WORMS’ ;” ‘“
Remedyto providerelieffiom,Worms;’
Indicationsfor use: Roundwo~ tapewormor hookworminfcstatio~ deb~tation (where animal’s
life is in immediatedanger due to a massiveworm ~estatio~ veterinaryadvice,~ould be
immediatelysought).

EquioPathics GASTROENTERIC-COLIC
Remedyto providerelieffrom Gast.rocnteric-Col.ic.
Indicationsfor use: Diarrhe~ inappetencc,colic (whereshockis presen~ seek immediate
veterinarycare), flatulence,initabili~, dysentery,
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EquioPathics HOOF -- “‘–----–—–—-—-—— —
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Remedyto providerelieffromHoof
Indicationsfor use: Crackedhooves,poor hoof grov@ dryhooves, sandcrac~ weak white
hooves and damageto hooves,eczem~ laminitis,arthritis,warts and skingrowths, vaccinosis,
increasesabilityto absorb impacts.

EquioPathics MUSCULO-SKELETAL
Remedyto providerelieffromMuscuio-Skeletal.
Indicationsfor use: Muscularinjury,lameness,sprains,tendon injuries,lxti~ navicular
stfiess, pain on movement,arthriticconditions,laminitis(founder),bruised sole and bruising,
spavins,splints,curb and windgall.

EquioPathics .NOSE& SINUS i
Remedyto providerelieffromNose& Sinus.

.

Indicationsfor use: Sinusitis,nasaldischarge,sneezirg nasalblockage,~ammation of frontal
sinuses.

EquioPathics URINARY DISF’UNCTION
Remedyto providereliefhorn UMary Distinction.
Indicationsfor use: Fluidretentio~ urinarytract infectio~jealousy, swellingand puffedup with
fluid, suppressedurinationdue to anxietyand fear,

EquioPathics TRAVEL mm
Remedyto providereliefborn TravelAnxiety,
Indicationsfor use: Fractiousanimals,psychosomaticdisorders,post-travel scour, hysterical
response to beingloaded or whilebeingtransported, trembl;tig horn fear, Mtching and fidgety
feet whenboxed for travel, temifkd reactionsto enteringdarkness.

EquioPathics PM-PERFORMANCE STRESS
Remedyto providerelieffromPre-PetiormanceStress.
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Indications for use: Fractious animtds,psychosomaticdisorders, teething scour, oversensitive
young animalsespeciallyimpatient,intolerantwhiningrestlessness,colic@ individuals,highly
emotionalanimals,anxietywith palpitation,

ef Use of these products by animalownersfor the labeledclaimscould potentiallyendanger
the health of the animalby delayingtimely,appropriatetreatment by a licensedveterinary
practitioner.

All of the above listedproducts constituteboth drugs as definedunder Section 201(g) of
the Federal Food, Dreg, and CosmeticAct (the Act) and “new animaldrugs” as definedunder
Section 201(w) of the Act in that they are not generallyrecognizedas being safe and effectivefor
use under the conditionsprescribed,recommendedor suggested in the labeling, As such these
products are consideredadulteratedunder Section501(a)(5) of the Act,

●

The above is not intendedto be an all inclusivereview of all drug products marketed by
your firm. It is your responsibilityto ensure that all requirementsof the Act and requirementsof
the implementingregulationspromulgatedthereunderare being met for all your products,
Federal agenciesare advisedof the issuanceof allWarningLetters about drugs so that they may
take this itiormation into accountwhen consideringthe award of contracts.

You should take prompt action to correct these deviations, Failureto promptlycorrect
these deviationsmay result in regulatoryactionwithout firther notice. This includesseizure
and/or injunction.

You shouldnoti$ this officein writingwithin!Meen(15) working days of receipt of this

@

letter, of the specificsteps you have taken to correct the noted violations. Ifmrrective action
cannot be completedwithinthe fifteenworkingdays, state the reason for the delayand the time
withinwhich the correctionswillbe completed, Your reply shouldbe sent to the Food and Dmg
Adrninistratio~ 850 Third Avenue,Broold~ NY 11232,Attention:Fabio L. Mattiasic~
ComplianceOfficer.
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orig: addressee
cc: HFI-35 (redacted)

HFA-224
HFC-21O(CFN 2436276)
HFD-314
HFR-NE1
HFR-NE100
HFR-NE140
HFR-NE150 (GWQN, Viti]lo,Caparelli)
EF (HomeoPet, Llc.)
warning letter file
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